B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Parsabiv 2,5 mg evéoipo ovdivpa
Parsabiv 5 mg gvéoipo ordiopa
Parsabiv 10 mg gvéopo owdivpa
etelcalcetide

AP aOTE TPOGEKTIKE OLOKANPO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU PN CLUOTOLEITE AVTO

T0 QAPROK0o, H10TL TEPIAUPPAVEL CUAVTIKEG TAPOPOPIES Y10 CUG.

- Dvragte avTo To EOALO 0N YDV Yprione. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepartépw amopieg, p@TNGTE TOV Y10TPO 1 TOV VOGOKOLO GOG.

- Edv mopatnpnoete kKamoo avemBOuntn evépyel, EVIIEPADOGTE TOV Y1OTPO 1] TOV VOGOKOUO GOG.
AvT0 1oyt Ko Yo kde mbavn avemBountn evépyela Tov dgv avapEPETAL 6TO TAPOHV GUARO
oonyimv yphone. Biéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Parsabiv kot o givat 1 yprion tov

T mpénet vo yvopilete mpv ypnoponomoete to Parsabiv
[log va ypnoytomrooete to Parsabiv

[MBavéc avembounteg evépyeteg

Ilog va purdococete to Parsabiv

[Tepreyduevo g ovokevaciog Kot AomEG TANpopopieg

SN A L=

1. T givar To Parsabiv kon wowa givan 1) gprjon Tov

To Parsabiv mepiéyet tn dpaoctikn ovoia etelcalcetide, n ool peidver ta emimeda g mopodoproOvIg,
yvootg kot g PTH.

To Parsabiv ypnotponoigitot yio v avIHeT®@RIoT TOL 6gVTEPOTOO0HE VTTEPTAPUOVPEOEISIGUOD GE
acBeveic pe coPapn veppikn vOGo mov Exovv avaykn apokdfapong yia tov Kabapiopd Tov aipatdg
TOVG Ao TIG OVGiEg OV amofdArovTat.

>1ov devtepomtadn vrepmopabvpeoeldiod mapdyetal vrepfoitkn tocotnte PTH amd toug
napaBupeoetdeis adéves (téooepig pikpol adéves otov Aaipd). O 6pog «devtepomadney onuaivel 6Tl o
vrepTopadupeoedlo oG TpokaAeital and pio GAAN mébnon, dnws w.y. 1 veppikn vdécsog. O
devtepomadng vepTapadupeoeldIGUOC UTOPEL VUL TPOKOAEGEL TV OTOAEL 0oPecTiov 0md Ta 06TA, M)
omoia pmopet va 09Ny ceL 6 TOVO 6T 0GTA KO KOTAYLOTO, KAODS Kot TPOPANLOTA LE TO aliplo Kot Ta
kapdiokd ayyeio. EAéyyovrag ta enineda g PTH, 1o Parsabiv cupfdiier otov éheyyo tov emmnédmv
00PECTION KOl POGPOPIKMY GTOV OPYUVIGHO GOG.

2. T péner va yvopilete mpiy ypnoyponomcete to Parsabiv

Mn ypnoponouoete 10 Parsabiv

- gav €xete aldepyia oto etelcalcetide 1 o 0mO100MTOTE GALO OO TA GLGTATIKA AVTOV TOV
QOPUAKOD (OVOPEPOVTOL OTIV TAPAYPUPO 6).

- ey &yete TOAD younAa enineda acPectiov 610 aipa coc. O yTpog cog O mapakorovdel Ta
eminedo aoPectiov 610 aAipla Gog.

Ipocdomou]oeis Kot TPOPVAAEELS

IIpwv mépete 10 Parsabiv, evnuepmote Tov ylatpd cog edv Exete N elyote Kot TO TOPELOSV:

o KapdloKa TpofAHaTa, OTmg Kapdiakn avendpkeio 1 appuduiss (avopaiog kapdiakdg puOudc),
. emNTTIKES Kpioelg (Kpioelg 1 omacotl).
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To Parsabiv peidvel to enineda tov acPectiov. Iapakaleiote vo evUeEPDCETE TOV YATPO GOG EAV
£€YETE OMUGLOVS, GLOTACELG 1] KPALTEC GTOVE UG GOC, 1) LOVILOGLLO 1] LOPUIYKLOGHO OTO SAKTUAN

TOV XEPLOV 1 TOV TOJDV GO 1 YOP® GO TO GTOUN GOG, 1] EMANTTIKEG KPIGELS, GUYYVOT] 1| ATDOAELN
ovveidnong eve maipvete to Parsabiv. [ mepiocotepeg mAnpopopieg, PAETE Topdypapo 4.

Ta yapnAd enineda acPfectiov pmopodv va TpokaAécovy avapoio Kapdiakd puiud. Evnuepmote tov
YwTpo Gog GV eppavioete aocvvnbiota ypryopo N TahAOUEVO Kapdlokd puBuod, edv Exete Tpofinpata
KOPSOK®Y appLluicdv 1 Kapdtokn averdpkelo 1 €4V TOipVETE PAPUAKO TTOL UTOPOVV VO,
TPOKUAEGOLV TTpoPANUaTO GTOV Kapdlokd puiud cog, yia 660 didotnua taipvete to Parsabiv. ['a
TEPLOCOTEPEG TANPOPOPies, PAETE Tapdypapo 4.

IToA younAd eminedo PTH yia peydia ypovikd dtactiuoto wwopody va 0dnynoovy g £vay THmo
TalOAOYIKNG OGTIKNG SOUNG TTOV £iVaL YVMOTH MG AOVVALIKT 0CGTIKY VOGOG KOl LITOPEl VoL Sty veoTel
povo péow Proyiag. Ta emninedo PTH Oa mapakoiovBodvton kKatd tn didprela tng Oepaneiog cag pe to
Parsabiv ka1 n 666m Tov Parsabiv mwov maipvete umopei va peimbel edv ta enineda PTH kotactovv
TOAD YOUNAGL.

oo kor £épnpor
Agyv gival Yoot kot mocov 1o Parsabiv eivol ao@oAég Kol AmoTEAEGUATIKO G TOOLd NAKING KATW
v 18 e1dv, kabdg dev Exel peketnBel o awTOVG TOVG 0IGOEVELS.

Alha @appoxo kor Parsabiv

Evnuepaote tov yuatpd cog edv maipvete, Exete mpdoeata mdpel | Uropel va mdpete GhAa papLoKoa,
GUUTEPTAAUPOVOUEV®VY PAPUAK®V TOV YOPTYOUVTOL YOPIG LOTPIKT CLVTAYY, 1] OTO00NTTOTE GAAO
QAPLOKO TTOV LEIDMVEL TO, EMMEdD, acPeatiov otov 0pod (T.). cinacalcet kol denosumab).

Agv Ba mpénet va maipvete to Parsabiv pali pe cinacalcet. Eviuepmote tov yotpo cog ebv maipvete
cinacalcet 1 edv €yete mpdopaTa TApeL cinacalcet.

Kinon

To Parsabiv dev €yet peretnfel oe eyxdovg yovaikes. Agv givor yvooto katd mocov to Parsabiv pmopet
va PAdwet To ayévvnto Bpéeog oag. Edv siote éyivoc, vopilete 0t umopel va giote £ykvog M
oY€014LETE VO OMOKTNHOETE TOSL, EVIUEPDOTE TOV Y1ATPO GOG TPV TTApetTe To Parsabiv. Qg mpoinmtikd
LETPO, glval TPOTIUNTED VO amoPeVyeTaL 1] p1iom Tov Parsabiv katd tn d1dpKeld g €YKLHOGUVIG.

Onioopdg

Agv givon yvoot6 katd mocov To Parsabiv pnopet va mepdoet 6to unrpikd yoda. Evnpepdote tov
ywTpd cog edv OnAalete 1| oxomevete va Onhdcete. O yatpds cag Ba cag fondricel va anopacicete
€4v Ba Tpémel va oTopaTnoETE TOV ONAacUO 1| Vo 6TaHOTNOETE Vo Taipvete To Parsabiv, Aappdvovtog
oY T0 OPELOG TOV BNAacuoV Yo To BPEPog Kat To dpehog g Bepameiag pe Parsabiv yuo
unTépaL.

001yN o1 Kot LEPIOUOS PNV LATOV

To Parsabiv dev £yt enidpaon i EYEl AOHUAVTN EMLOPOCT OTNV KAVOTNTO OOYNONG KOL ELPLGLOV
pnyovnudtov. Qot060, OPIGUEVE CUUTTOUATE TV YAUNAOV ETITEO®V 0cPecTiov (0TTmg Kpioelg N
OTOGLOT) UTOPOLY VO EXNPEAGOLY TNV IKAVOTNTA GG GTNV 001YNON 1 TOV YEPICUO UNYOVIUATOV.

To Parsabiv wepiéyel vatpro

Av10 10 Pappako mePEYEL Aryotepo amd 1 mmol vatpiov (23 mg) avd eroridio, ival avtd Tov
ovopalovpe erevBepo vatpiov.

3. o va ypnoypoenomocsere 10 Parsabiv

H ocvvietdpevn d6om évapéng tov Parsabiv gival 5 mg. Oa cag 600gi amd Evav yloTpd 1| VOGOKOWO
KaTd TO TEAOG TG oLVESPLOG ALLOKABAPONG, LECH TOL COANVA (YPAUUN AIILOTOG) TOV GO GUVOEEL e
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T ovokevn apokdbapong. To Parsabiv Oa yopnyeitatl 3 opég v efdopdda. H d6om pmopet va
ovénbel éog ko ta 15 mg 1 va peiwbei ota 2,5 mg, avaroya e TV avTatdKpion Goc.

Mmropei va ypelaotel va mhpeTe cLUTANPOHOTA acfeotiov Kot Prrapivng D yia 660 dtdotno maipvete
7o Parsabiv. O ywatpdc cog Oa to culntnost OAa owtd poli cog.

Edv éxete meplocOTEpPEG EPOTIOELS GYETIKA LLE TN YPNOT] AVTOL TOV PUPLAKOV, POTIOTE TOV Y10TPO 1)
TOV VOGOKOLO GOG,.

4. MBavég avemBOunTeg evépysereg

Onwg 6ha Ta eAppaKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVeTIBOUNTES EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvEPMOTOLG.

XounAd eninedo acPectiov oto aipa (vracPeotiopio) Exovv avapepbei cuyvd (umopei va
emnpedoovy péxpt 1 ota 10 dropa). Edv vidoete povdocpa 1 LopiyKlao o yOpm oo To GTOHO GOG
N oT0 AKPO GOG, LVTKOVG TOVOVG 1 LOTKEG KPAUTES KOl EMANTTIKEC Kpicelg (omacpol), 0o Tpémel va
EVNEPDCETE OUEGMG TOV YIOTPO G0G. AVTA UTOPEL VO VTTOSEIKVDOLV OTL TOL EXITESN TOVL AGPECTIOV GO
glvar vepPoALKA YOUNAQL.

IToA0 ovyvéc: pmopei va ep@aviotTodv o€ teprocotepa o6 1 ota 10 dropo
o Novtia

"Epetog

Aldppola

Mvikol onacpol

Xounid eninedo acPectiov oto aipa yopic CLUTTOHOTA

Yoyvég: pmopel va epeavietov og g ko 1 ota 10 dropa

YymAad eninedo Kariiov 610 aipo

XopnAd emnédmv OOPOPIKMY GTO OlipLoL

ITovoképaiog

AioOnpo povdtdopatog 1 LupUNYKIAGHOTOS

Emdetvodpevn kopdiokn| ovendpkeia

AwTapayéc 6TV NAEKTPIKN dpacTnPLOTNTO TG KAPIAG, Ol OToies YivovTal OVTIANTTEG MG
mapaTacn Tov dtactyuatog QT oto niekTpokapdioypdenua

XounAn aptnplaxn mieon

. Mvikdg moévog

‘O svyvéc: pmopei va ep@aviotovy o€ g ko 1 ota 100 aropa
. Eniinntwcég kpioeic (kpioeic 1§ omacpol), yio mepiocdtepeg mANpoeopies, PAéne mapdypopo 2

Mn yvoo6TéG: 1| 6uyvOTNTO 08V pmopel va ektiun 0l pe paon ta Srebéopa dedopéva,
. AAlepyikég avTdpaoelg (CUUTEPTAAUPBOVOUEVMVY OVOPUAUKTIK®OY OVTIOPACEMV)

Ava@opd avemOounTOV vePYELOV

Edv mapatnpnoete kKamowo avemBOpunTn evépyeia, EVILEPADOOTE TOV YLOTPO 1) TOV/TI VOGOKOO GOG.
AVTO 1oyveL Ko Yo kEOe Thavr avemBountn vEPYELR TOL OEV AVOPEPETAL GTO TOPAV PUALO OONYIDV
ypIone. Mmopeite emiong va avagépete avembounteg evépyeleg anevdeiog (deite Aemtouépeleg
nopakdte). Méow g avapopds avemBountwv evepyelmv uropeite va fondnoete ot cuALOYY
TEPLOCOTEPWOV TATPOPOPLDV GYETIKE [LE TNV ACPAAELNL TOV TAPOVTOS PAPUAKOV.

EArada

EBvikog Opyaviopoc apudkomv
Meooyeimv 284

GR-15562 XoAlapyog, Adnva
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TnA: +30 21 32040380/337
®a&: + 3021 06549585
Iototomog: http://www.eof.gr

Kvmpog

DopuaKeVTIKEG YINPETTEg
Ymovpyeio Yyelog

CY-1475 Agvkoocia

TnA: +357 22608607

Dog: + 357 22608669

Iototomog: www.moh.gov.cy/phs

5. og va gvraccete 1o Parsabiv
To @dppoako avtd TPETEL VO, PUAACGETOL GE PEPT TTOL OeV TO PAETOVY Kot dev TO POEvVOLY Ta TadIdL.

No pn ¥pNoLHOTOoLEITE AVTO TO PAPLOKO HETE TNV NEPOUNVIa AENG TTOL AVOPEPETOL GTO KOVTI G
AHEH. H nuepopunvio Anéng elvor 1 teAevtaio nUEPA TOL UVO TTOL OVOPEPETOL EKEL.

Awnpeitor 610 yoyeio (2°C — 8°C).
Kpatnote 1o 1olidio 610 KoVTi TOL, TPOKEEVOD VO TPOGTUTEDETAUL IO TO PMG.

Metd v agaipeon Tov and T0 Yyouyeio:

o To Parsabiv gival otabepo yio éva PEYIGTO COPEVTIKO JaTNU 7 NUEPDY EAV PLAACGETHL GTO
KOVTi TOL. Agv VTLAPYEL amaiTnomn Yo £101KT Oepuokpacio pOAAENC.
o Edv agaipebel amd 1o xovti tov, 10 Parsabiv etvan otafepd yia éva péyioto didompa 4 wpov,

€0V TPOOTOTELETAL OO TO AUEGO NALUKO POC.

Na pun ypnoIUOTOLEITE VTO TO PAPLOKO EAV TOPATNPNOETE TNV VTOPEN couaTdiov 1| ueTafoAng 6To
YPOLAL.

To pia povo yopnynon.
Mnv metdite @APUAKN GTO VEPD TNG OMOYETELONC 1 OTA OKLOKA amoppipata. Potiote tov

(OPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPUAKO TTOV OEV YPNOILOTOlEiTE T AvTd T péTpa Oa
Bonbnoovv v Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreyopevo TG GVOKEVAGING KO AOWTES TANPOPOPIES
T wepréyer o Parsabiv

- H dpaoctikn ovoia givar to etelcalcetide.
Parsabiv 2,5 mg gvéoipo didAvpa: Kabe elalidio mepiéyet 2,5 mg etelcalcetide o€ 0,5 ml

StoAvpatog (5 mg/ml).

Parsabiv 5 mg evéoyo Sidhvpa: Kabe proridio mepiéyet 5 mg etelcalcetide o 1 ml droAvpatog
(5 mg/ml).

Parsabiv 10 mg evéoiuo dtdlopa: Kabe raridro nepiéxet 10 mg etelcalcetide o 2 ml
Sdwdvporog (5 mg/ml).

- Ta dAlo cvotatikd stvar YAwprodyo vaTpro, coukvikd o0&y, evestio KOWP, LOPOYA®PLKO 0EL
ka1 VOPo&eidio Tov vatpiov (avatpééte oty Topdypapo 2: To Parsabiv mepiéyetl vatpio).

Epedvion tov Parsabiv kan mepreyépevo g cvokevaciog
To Parsabiv givor éva dtowyEg Kot dypopo vypo.

To Parsabiv givan evéoipo dtlvpa o€ £va PLaAidto.
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Meyén cvokevaciog 1, 6, 12 kot 42 eroidioy.
Mmropei va unv KoKAOPOpPOUV OAEG 0L GLOKEVAGIES.

Karoyog Adsrog Kvkhogopiog ko Ilapackevaostiic
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

OM\ovdio

Karoyog Adsiag Kvkiogopiag
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

OAMavoia

MopookevaocTi|g
Amgen NV
Telecomlaan 5-7
1831 Diegem
Béhyo

IMo omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOIOV, TAPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

E\rada

Amgen EALGg Qappokevtikd E.ILE.
TnA.: +30 210 3447000

Kvnpog

C.A. Papaellinas Ltd

TmA.: +357 22741 741

To mapév @vALo 0dNYLOV YpfioNS avabempOnke Yo TeELEVTALR POpa oTig 09/2021.
Addeg TNYEG TANPOPOPLOV

Agmtopepeic mAnpoopieg yio to pappako avtd givar dtabéoteg oto dkTvakd Tomo Tov Evponaikoy
Opyaviouod @apudxkmv: http:// www.ema.europa.eu
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	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον ασθενή
	Τι περιέχει το παρόν φύλλο οδηγιών:
	1. Τι είναι το Parsabiv και ποια είναι η χρήση του
	2. Τι πρέπει να γνωρίζετε πριν χρησιμοποιήσετε το Parsabiv
	Μη χρησιμοποιήσετε το Parsabiv
	- εάν έχετε αλλεργία στο etelcalcetide ή σε οποιοδήποτε άλλο από τα συστατικά αυτού του φαρμάκου (αναφέρονται στην παράγραφο 6).
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	Οδήγηση και χειρισμός μηχανημάτων
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	Αναφορά ανεπιθύμητων ενεργειών
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	6. Περιεχόμενο της συσκευασίας και λοιπές πληροφορίες
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά στις 09/2021.

